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the Act. lf they are applied to the mar- 
k&n6 arms as proposed to be redefined, 
nnd. ff not. what modlflcatfons of the 
provisions of the orders would be appro- 
priatc. 

In add&Ion to the proposed amend- 
rt,enLT listed In the hearinn notices Is- 
srled on Scptcmbcr 19, ana Scptcmbcr 
27. 1900, cvldence will be reccivcd with 
rcqpcct to the proposed amendments, or 
tu appropriate . modlfleations thereof, 
lisled below under Proposal No, 2. For the 
convcnlence of lntcrcstcd parties, all pro- 
posals to be considered at this hcarin6 
are iistcd below. 

The proposed amendments, set forth 
below, have not received the approval of 
the secretary of A&culture. 

Proposed -by D&ymen’s COOpCratbT 
Sales Assoclntlon : 

I%posol No. 2. Comblne into one order 
the present Order 36 tE;astern Ohio- 
Wcstcm Pcnnsylvanfnl’ and Order 9 
cClarksburg, W. Vn.), retaining for the* 
merged order the present provisfons Of 
Order 30 and providing therein for a 
Class I price for plants In the Clarksburg 
area nt tho snmc level a.s thnt act forth 
111 t.ho cnrrcnt nrovislotls of the Clnrks- 
bury order 1n.P 100981 (a). 

Proposed by Fsirmont Foods Com- 
pany : 

Proposal No. 2. Comblne ,Order 5 t’Xri- 
State) and Order 9 (Clarksburg, W. VS.) 
Into one order, retaining for the merged 
order the present pmvlslons of’ Order 5 
with the rollowlna changes: 

A. Amend f lOOWl by addlng a new 
pnrnymph to read as follows: 

(cl “Clarksburg District” means all 
the territory wlthfn the boundaries of 
Lhc rollowln6: 

f 1) West Vfr6lnfa counties of Monon- 
6alln. Marlon. and Narrison: 

(21 Grnfton Ma6lsterial Dlstrlct In 
Tnylor County. Phlltppi~ Ma6isterlnl Dls- 
trlct In Bnrbour County, Leadsvllle Mag- 
lstrrlnl District In Randolph County, the 
cfty of Duckhannon In Upshur County. 
the city of Weston In tiwls County. rind 
the town of Klngwood ln Preston County, 
all In the Stntc of West Virginia. 

B. Amend 8 1005.51~a)(ll to read as 
follows: 

(1) Add :$I.55 for plants 111 ihc 
Chnrlestoll-IIunUngton Dlstrlct, $1.47 for 
planti In l.he Atherm-Scloto Dlsirlct nnd 
$1.X! for pIntits In the Clnrksbure Dls- 

‘trlct. plus 20 centa for aach dlstrlct. 
C. Amend 9 1005.51ta) (1) to add 

Clarksburg to the list of cities in West 
Vlrginla under this scctlon. 

D. Amend 3 1005.73(8) as follows: 
CR) The uniform p&e for producer 

milk nt a pool plant shall be adjUsted RS 
follows: 

(I ) ~xccp~ ns provided In parnaraph 
(b) of tlr!s scctlon, reduced according to 
the location of the rjool plant at the 
rates set forth in P 1005.53: 

(2) Reduced an addltlonal 8 cents at 
a pool plant at which the Athens-Sciotc 
Dlstrlct Clnss I price is appllcsble: and 

(3) Impsed by 7 cents at a pool pIant 

at which the Clarksburg Dlstrlct Class I 
price is applicable. 

P~?POSC~ bs the Dahy Dlvisfon, Con- 
sumer and Marketing Bervfca! _ -.~ 

Frwosal No. 3. Revise $5 fQO9.51(b) 
nnd 1036.51(b) to read as follows: 

(b) CIass II r~rtcc. The c~a.as II prlcO 
shall be the basic formula price for the 
month: Provided, ‘I’hat such Class II 
price shall not, be more than the prfcc 
computed Pursuaut to subparagraphs 
(I), (2). and (3) of this paragraph: 

(1) Multlply by 4.2 the Chicago but-* 
tcr price: 

(2) MultIply by 8.2 the wei6hted av&- 
age of carlot prices per pound of nonfat 
dl-g milk sollds. &ray process, for human 
consumption, f.o.b. rn&nufacturlniz plants, 
In the Chicago area, as published for the 
period fmm the 26th day of the precede 
Ing month through the 25th day of the 
current month by the Department: and 

(3) Fmm the sum of the rtiults ar- 
rived. at under subparagraphs (1) and 
(2) of this paragigph subtract 48 cents, 
and round to the nearest cent. 

Pro;~osal No. 4: Make such cban6e8 as 
may bo necessary.to mnke the entke 
marketing agreements and the orders 
confarm with any amendments.thercto 
thnt !?a~ result,from this hearing. 

cmlei df this &tlce of hearing and 
the orbcrs’may be procured from Market 
Admlnlstrntors W. W. WurwItz, 7503 
Brookpark Road. Post O&c Box 29066, 
Cleveland, Ohlo 44128: and Charles T. 
Mccleery. 19 Locust Street, Post omca 
BOX 33, GnlIIpolls, Ohlo 45031: or fmm 
the Hearing Clerk, l%om 112-A. kdmin- 
istratlon Btildin6, US. Derurrtment of 
Agriculture. Wasitlngton, DC. 20250, OF 
may be there inspected. 

Signed at Washington, D.C. on No- 
vember 6, 1968. 

JOHN C. BLOH. 
Deputy Administrator, 

Regtrlatory Pron-urns. 
[ B.R. Dot. 88-13586: p\ilcd, NOV. 8, 1008; 

8:48 a.m.] 

DEPARTMENT OF HEALTH, EDU- 
CATJON, AND WELFARE 

Food and Drug Administration 
1 21 CFR Part 28 I 

CHERRY PIE 
Further Extension, of Time for .FiJing 

Cdmments on Proposed Standards 
of tdentity and Quality . 

In the matter of catablishing a defint- 
tlon nnd stnndard of Identity and stand- 
nrd of quality for cherry pie: 

The notice of proposed ruie making fn 
the above-ldentlfied matter published 
in the FEDERA!. RECXSTER of November 1, 
1967 (32 F+R. 15116). provided that 
comments pould be fifed regarding t&s 
proposa1 within 90 days followln6 ftS date 
of publlcatlon. Notice was given in the 

~mER*L REXXsTtx of February, 18, iWj8 
(33 F.R. 3076); that the time for ~lng 
comments in this mntter was extended 
to March 29, 1968, and in the l%or~~t 
REGISTER of March 15. 1968 (33 ,F.R, 
4587). that it was further extended to 
September 30. 1968. 

The Nntlonnt Red Cherry Institute 
and two other trade oreanizatlons have 
rcQueSted further ext.&&on to give addf- 
tlonal time for the Department of Food 
Science of MichJgnn State Crnlvcrslty to 
complete rrscnrch work desl6nccl to pro- 
vldc a better way for dctermlnin6 the 
amount or weight of cherries in cherry 
pie. The Instftute included with its re- 
quest a report of the research work. 

The Commissioner concludes .thnt 
further extension 1s In the public In- 
terest; therefore, the time for Rlln~ com- 
me&i in thfs matter Is extended to 
SepBmber 30. 1969. 

‘X%ls action is taken pursuant to the 
provision8 of the Federal Food, Drug. and 
Cosmetic Act iseca. 401. 701. 52 Stat. 
1046, 1055, RS amended 70 Stat. 919, 72 
Stat, 946; 21 V.&C. 341, 371) and under 
author!& dctenated to the Commlsstoncr 
(21 cl?R 2.120). 

Dated: November 4, 1968. 

HERBERT L. LEY, Jr.. 
Commfsstoner of Food and Drugs. 

[F.R. Dot. 68-13575: Filed. Nov. 8, 1988; 
8~47 a.m.; 

Public Health Service 
t 42 CFR Port 73 I 

BJOLOGJCAL PRODUCTS 
Additional Standards; Typhoid ‘Voc- 

tine and limits of Potency 
Notice is hereby &en that the Di- 

rector, l%&fonai In&Itutcs of Hel)lth. 
proposes to nme h d Part 73 of the Public 
Health Service RcgUlatfons by prexrib- 
tip SpCCifld standards Of SdetY, purfty, 
and potency for Typhoid Vaccine, and by 
prescribing the required potency for 
Typhoid Vaccine and Tetanus Immune 
Globulin (NunIan). 

Inquiries may be addressed. and data. 
views, and arguments may be presented 
by ~nt,crest& parties, in wrtting, in MP- 
llcat~?, to the Director, Nattonal In- 
~iit~tc~ of IlealJth. Public Health ScrvfCc, 
9000 Rockvilte Pike. Bethesda, Md. 20014. 
A~I relevant materiel received not l&r 
than 30 days after p’ubllcation of this 
notice in the FEDERAL REGISTER will bc 
considered. 

Notice is also given that It is proposed 
to make any amendments that are 
adopted effective 60 days titer publica- 
tion In the FEDERAL RECXSTER. 

1. Amend the table of contents by ndd- 
ing the following: 

AXXUTXON~L STANDAX~: TYP~OIP VACCINE 

‘~y.410 proper rmme and detfnltlon. 
73.431 U.S. Standard pr~nratlons. 
‘73.419 Production of Typhoid Vaccine. 
73,413 !cwmlcy test. 
73,414 cieaem1 requirements. 
73.415 Equivnlent metllOdJ. 
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2. Add the following ~medintcly after 
0 73.406: 

I ADYSITIONAL STANDARDS: TYPHOID 
VACCINE 

b 

73.410 Proper nnme sntl clcfinilion. 
The proper nnme of this p 

e Typhoid Vaccine whfc 
ec” 

duct shall 
shall be sn 

nqueous or dried prepnra on of killed 
SalmonelZa typhosa bncterld: 
§ 73.411 U.S. Stnndnr$ prcpclmlionr. 
) (n) The U.S. Stmidard Typ6old VW- 
&e shall be used for determlnlnIx the PO- 
tcncy of Typhoid VnocfnC. 

(b) The U.S. Opacity Standard shall 
be used in cstlmatlnp the bactcrlal con- 
tent of the challenge culture. 

Salmonella typhosa shall be used In the 
manufscturc of Typhofd Vaccine. 

(b) Ptopouatfon o/ baelcrfa. The? cul- 
ture m&turn for propngatfon of S. tYph0- 
sa shall not contain ingrfzdlents known 
to be capable of producing allergenic ef- 
fects in human ,%tbjects, The h&rvested 
bnclorla shall be Ircc ol extmncous bnc- 
tetin. fungi 8nd yeWsi RS demonstrated 
by microscopic examlnntion and cultural 

’ methods. 
(cl Bacterlnl cottlcd. (1) The number 

of LMctcrin ln the concentnrtc of hnr- 
vested bacteria shall be estimated not 
inter than 2 u-ecks nfter hnrvcst and 
before any trenlmcnt cnpnble of allcrlns 
the opncity of the bnctedal concentrnte. 

W The number of S. tyMtosn bncteria 
in the’ vaccine shsll not exceed 10’ PW 
ml. 

cd) Nitm~rn’cwntent. The tot&l nltro- 
grn tintcnt of the vaccine drnl! not c?c- 
teed 0.035 mg./ml. for nonextracted bnc- 
terin prrptxrntlons and shall not exceed 
0.033 mu. rml. for ncrtonc-rstmctcd b8W- 
tcrln prPwmtlons. 

ICI p?cwrrd:w. .Qw=ws vncxhw and 
the s&Wan for rrconstitutlan supphcd 
with drlcd vncclne slili contnln I pre- 
servntlvr. Dried vncctue ~1~~11 not con- 
taln n ww.ervntlve. 

r,,o,Lw pt~tectlorl txsls OI llre vnccIr1e un- 

der test and of the U.S. Standard Ty- 
phold Vaccine. The test shall be per- 
formed as follows: 

(a) Mice. Healthy mice shall be used, 
nil from n slnglc strnin and of the s&me 
sex’, or an equal n’umber of ench sex in 
each group, with lndlvidunl wclghts bc- 
twcen 13 and 16 grnms. A system of 

, rnndomizntion shall be used to distrib- 
ute the mice Into the groups. with re- 
spect to shelf positlon and to determine 
the order of chnllenge. There shnlt be at 
ienst three groups consisting of no less 
thnn 16 mice cnch, for each vncclnc. In 
ndditlon. there shall be nt least four 
groups conslstinr! of no less thnn 10 qlce 
each. for control purpbscs: pne woup for 
the challenge dose nnd three groups for 

. 

PROPOSED RULE MAKING 

A titrntlng the virulence of the challenec 
dose. 

(b) Inocululfon oj uaccine, (1) Scrl& 
dilutions, no greater than 5-fold. of t@e 
vaccine to be tested nnd of the stnndnrd 
vncclne shrill be mnde in snttne (0.85 
percent sodium chloride solution). The 
mid-dilution of each vaccine shrill eon- 
taln that amount of vacelne which will 
nfford protection to npproximntely 50 
percent of the mice. Each mouse in cinch 
.nroup for inoculation shall bc inject& 
ih@nperit.oneally with 0.5 ml. of the 
spWoprlnte dilutlon. 

tzi, Tho intervnl between vacclnntion 
and chnllenge shall be no less than 7 dnys 
nor more than 14 days. At Icnst 87.5 $x?r- 
cent of the mice in each group shrill 
survive the period between lnoculatfon 
lind the chnllenge and each mouse chni- 

i lenged shall appear healthy. 
(6) The chalZeenge. (I) The challenge 

culture ‘of Strain Ty 2 of S. tpp~l0.W for 
cnch test shall be tnkcn from n bntch oC 
cut&es mtintnlncd by R method. such 
ns free%?-drying, that retains constancy 
of virulence. 

a ( )’ The challenge nnd virulence titra- 
tion’ doscti shall be PFcpnrCd M. follOwS: 
me bncterin shrill ‘3 bnrvestcd from a 
5- to @-hour culture grown at W&I* C. 
on n nutrient *ag8r medium ivhich shall 
hnve been seeded from a f6- to 20-ho& 
curtrm? tfmw11 nt 36’*1” c. on R Itutr~el~t 
ngnr medium, nnd the harvested bacteria 
then shall bc .unffonnly suspended in 
snllnc. The suspension, freed from ng~r 
pnrtlcles nrtd’ clumps of bnct@n nm?i 
WrJustcd to lul opnetty ot IO units. F&J1 
be diluted fn snline by tenfold~incre- 
men& The suspensions for the cbnllenge 
nnd virulence titmtlon doses shtil bc put 
in10 n sterile imstrlc mu&l prcpnmtion. 
The challenge sWpenslon shall be pre- 
xxwrd from whichever bnctprl~) dQlutIoi~ 
nrt)vidcs nbout I,WKl cdlrn~ fonrz‘iruz units 
IO? an 03 ml. ChaQl~C &se. me Ylru- 
Irrtea tftration &Ttaspe&U s&iIQ k lo?. 
10: rind SO” dUul3Dus re-tprrffv& of w 
ehn~lrnnc suspension. 

(3) Each molt& lnocculnted with WW- 
rlne shnI1 be fnjcctcd intmperftarrenily 
with nn 0.5 ml. dose of the chnllcnge SW+- 
~nalon. Enclr mouse tn the four urourxi 
Of contrcr! tnlcn shntl bc lrt&mvi tr\tw- 
,wr Ilowr\tly \Vllh nn 0.5 ml. dnrr of tt@! 
cl~t~llrtrttc suspcnalon nrrd !ta lhr’cc dllil- 
tlons, resyectlvcly. The chnllcnge dorrc? 
control mice shnli be lnjeoted last. The 
intcrvnl between removal of the bnctctia 
from the culture medium and the In&c- 
tion of the last mouse shrill not exceed 
235 ours. 

Cd) Recording the results. The mioe P shnlt Ljc observed dnlly for 3 dnys. A rco- 
ord shnll,be mnlntr&ned of the number 
of mice thnt die. A record of the numb& 
of mice that survive shrill be made nt tKe 
end of the observation period. 

Cf.9 VaIidity of ltre test. The test is 
valid provided: 11) The ED, of the WC- 
cinc under test find the Standard Vne- 
cjne is between the lnrscst nnd smnltest 
doses lnocutnted into the mtce: (21 the 
llmlts of one stnndnrd dcvlntlon of the 
ED, of each vaccine frill wlthln tile 
range of 61 &cent to 163 percent; (31 a 
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.Wadcd protective response is ohtaficd 
in rclntion to the vnccine dilutions: (4) 
the dose response CUJ-JC.S of the vnocinc 
under test and the stnndsrd vnccinc nrc 
pnrallcl: (5) the chatlcnge dose con- 
tains approximately 1,000 colony form- 
ina Units: and (6) the IjD,,, of the chnl- 
k&e do.& contnlns no more thnn IO 
colony forming unlfs. 

(f) Eslimalc of Ihe polency. The ED,, 
of each vaccine shrill be cnlculn,Lcd by n 
method that provides an cstlmntc of the 
standard devintlon. The protective unit 
vniuc per millIlitcr of the vncclne under 
test shall be cnlculntcd in terms of the 
unit value of the standnrd vaccine. 

(g) Potency requirements. The vnc-- 
tine shrill have R potency of eight units 
per millilltcr. Varintlons In potency unit 
cst$mnks nre acceptable provided no 
estimate is less thnn 5.0 units per 
mitll&er. 

Zrr) Dow. These stnndnrds nrc bnsrd 
on a human ndult dose of 0.5 ml. for R 
singfe Injection nnd n totnl lmmunfzlng 
dose ‘of two InJections of 0.5 ml. given 
at npproprlnte intcrvnls. 

Ib) LabclIng. In addition to the items 
regulred by other nppllcnble lnbeling 
prcwfslons of this part. the pncknge Inbel 
shrill state that the vaccine contr\ins 
e&W units peryntltllttcr. 

(cl Samples: protocols; oflcial rf- 
lease. For ench lot of vnccfnc. the fbllow- 
ing mnterinl shnll’be submitted to the 
Dlrectm, Division of Blologics Stnnd- 
nods, Nntionnl Institutes of Hcnlth.. 
Bethesda, Md. 20014: 

61) A snmple of no less thnn 40 ml. of 
the product dtstributed in nu 1~ than 
row conw1ners. 

(2) A protocol shfch consists of a 
suunmnry of the hIstory of mnnufncturc 
of cnrh lot tncludln~ ail results d each 
test for wh.l& test results are RqWW=d 
by tie Director, MvLtion nf Btobrrc~~ 
Stsndsrds 
nphold Vnccinc shnI1 not be.issucd by 
by tie mnnnfncturer until notffknlion 
of ofWiu1 release b’recelvcd from the 
DIrector, Division of DIolo~lcn Stnndnrds. 
for cnch nlllnn of drlrd rwrft~~ rind for \ 
rnch IO!~ of I\quc~nt~ licilk VLICClllC’ 
$ 73.4 I5 Il+&n’lrnl rilrlhod-.. 

Modificntion of nny partIcu!ar mnnu- 
facturing method or process or the con- 
ditians under which it is conducted ns 
set forth in the ndditionnl standards 
relntfng to Typhoid Vncclne, shall be 
pcrmItted whenever the mnnufncturer 
presents evidence thnt demonstrntcs Lhc 
modiflcntton will provide nssurnnccs of 
the snfety, purity, nnd potency of the 
vaccine that nre eaunl to or meatcr than 
the nssurnnces provided by such stnnd- 
nrds, nnd the Director, Nntionnl Insti- 
tutes of Henlth, so finds rind mnkes such 
flnding n mnlter of of!lcfnl record. 

3. Amend 9 ‘73.82 to irlcludc potency 
lImita for Tetnnus Immune Serum Glob- 
ulin (Humnn)‘and for Typhoid Vnccine 
nnd revlse that section to rend ns 
follows: 


